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§510.200
Mattox and Moore, be, and is
hereby suspended.

7. New-Drug Application 9506, cover-
ing the drug ‘“‘Anti-Brood,” filed by
Vineland Poultry Laboratories, be, and
is hereby suspended.

Inc.,

Subpart C—Exportation of New
Animal Drugs

§510.200 Export of new animal drug.

Before a new animal drug or an ani-
mal feed bearing or containing a new
animal drug may be exported, it must
comply with the regulations promul-
gated under section 512 of the act.

Subpart D—Records and Reports

§510.300 Records and reports concern-
ing experience with new animal
drugs for which an approved appli-
cation is in effect.

(a) On receiving notification that an
application submitted pursuant to
§514.1 of this chapter for a new animal
drug is approved, the applicant shall
establish and maintain such records
and make such reports as are specified
in this section to facilitate a deter-
mination as to whether there may be
grounds for suspending or withdrawing
approval of the application or whether
any applicable regulation should be
amended or repealed. The applicant
shall maintain adequately organized
and indexed files containing full re-
ports of information pertinent to the
safety or effectiveness of the new ani-
mal drug that have not previously been
submitted as part of his application for
the drug and which are received or oth-
erwise obtained by him from any
source, as follows:

(1) Unpublished reports of clinical or
other animal experience, studies, in-
vestigations, and tests conducted by
the applicant or reported to him by
any person involving the new animal
drug that is the subject of the applica-
tion or any related drugs. An adequate
summary and bibliography of reports
in the scientific literature would ordi-
narily suffice. (The application must
identify at the time of each report sub-
mission, each drug he considers related
to the subject drug.)

(2) Experience, investigations, stud-
ies, or tests involving the chemical or
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physical properties or any other prop-
erties of the new animal drug, such as
its behavior or properties in relation to
microorganisms, including both the ef-
fects of the drug on microorganisms
and the effect of microorganisms on
the drug.

(3) For information required by this
section, adequate identification of its
source, when known, including the
name and post office address of the per-
son who furnishes such information.

(4) Copies of all mailing pieces and
other labeling, and, if it is a prescrip-
tion new animal drug, all advertising
other than that contained in the appli-
cation used in promoting the drug, and
copies of the currently used package
labeling that gives full information for
use of the drug whether or not such la-
beling is contained in the application.

(5) Information concerning the quan-
tity of the new animal drug distributed
in a manner and form that facilitates
estimates of the incidence of any ad-
verse effects reported to be associated
with the use of the drug. This does not
require disclosure of financial, pricing,
or sales data.

(6) Information concerning any pre-
viously unreported changes from the
conditions described in an application
conforming to the conditions of
§514.8(a)(5) of this chapter.

(b) The applicant shall submit to the
Food and Drug Administration copies
of the records and reports described in
paragraph (a) of this section, except
routine assay and control records, ap-
propriately identified with the new ani-
mal drug application(s) to which they
relate, as follows:

(1) Immediately upon receipt by the
applicant, complete records or reports
covering information of the following
Kkinds:

(i) Information concerning a mixup
in the new animal drug or its labeling
with another article.

(i) Information concerning any bac-
teriological or significant physical or
other change or deterioration in the
new animal drug, or any failure of one
or more distributed batches of the drug
to meet the specifications established
for it in the new animal drug applica-
tion.

(2) As soon as possible, and in any
event within 15 working days of its
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